'JSC 2143). Failure to report according to the regulations can 
result In an order to cease and desist and to be subject to penalties as provided for in Section 21! 
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C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-r^ieving 
dmgs. 
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USDA Annual Report 

Registration #: 23-R-0059 (1 Oct 2005 - 28 Feb 2006) 

Explanation of Category ‘E’ Animals 

1. Number of Animals and Species Used in: 

Used: 103 Rabbits 

Number of Category E animals: 6 

2. Procedure Used: 

6-Rabbits: During a repeat oral toxicity study, two rabbits died within approximately two minutes after 
dosing. During a different repeat oral toxicity study, four rabbits were discovered dead after having 
been observed with severe clinical signs. 

3. Justification for procedure: 

The international regulatory process to approve new drug formulations and candidate drugs requires drug 
safety assessments. The goal of these studies is to investigate the toxicity of a new drug or formulation. 

The administration of any pain relieving drugs to these animals could interact and alter the results of the 
study. Animals exhibiting more than momentary pain and distress would be euthanized. 

4. Procedure required by: 

Agency: U.S. Food and Drug Administration, 

Federal Food, Drug, and Cosmetic Act CFR: 505 (4)(i)( 1)(A) 



